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Art Unit: 3763 

DETAILED ACTION 

Specification 

The abstract of the disclosure does not commence on a separate sheet in 
accordance with 37 CFR 1 .52(b)(4). A new abstract of the disclosure is required 
and must be presented on a separate sheet, apart from any other text. 

Priority 

1 . Should applicant desire to obtain the benefit of foreign priority under 35 
U.S.C. 119(a)-(d) prior to declaration of an interference, a certified English 
translation of the foreign application must be submitted in reply to this action. 37 
CFR 41.154(b) and 41.202(e). 

Failure to provide a certified translation may result in no benefit being 
accorded for the non-English application. 

2. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), 
which papers have been placed of record in the file. 

3. For the purposes of this examination Examiner will use 12/16/04 for 
priority. 

Double Patenting 

4. The nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. 
A nonstatutory obviousness-type double patenting rejection is appropriate where 
the conflicting claims are not identical, but at least one examined application 
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claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In 
re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 
1 .321(d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or 
patent either is shown to be commonly owned with this application, or claims an 
invention made as a result of activities undertaken within the scope of a joint 
research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may 
sign a terminal disclaimer. A terminal disclaimer signed by the assignee must 
fully comply with 37 CFR 3.73(b). 

5. Claims 1,3,7,17,18, 32, and 33 are rejected on the ground of 
nonstatutory double patenting over claims 1, 7, 10, 11, 12 ,14, 16-19, 23, and 26 
of U. S. Patent No. 7,361 ,1 82 since the claims, if allowed, would improperly 
extend the "right to exclude" already granted in the patent. 

The elements of claims 1,7,10,11,12,14,16-19, 23, and 26 can be 
found in the claims 1, 7, 10, 11, 12 ,14, 16-19, 23, and 26 of U.S. Patent No. 



Application/Control Number: 10/524,487 Page 4 

Art Unit: 3763 

7,361,182. The difference between the claims of the application and claims of the 
patent lies in the fact that the patent claim includes many more elements and is 
thus much more specific. Thus the invention of the patent is in effect a "species" 
of the "generic" invention of the application. It has been held that the 
generic invention is "anticipated" by the "species". See In re Goodman, 29 
USPQ2d 2010 (Fed. Cir 1993). 

Since the claims of the application are anticipated by the claims of the 
patent, they are not patentably distinct from the claims of the application. It would 
be obvious to modify the claims of the patent in order to broaden the claims of 
the application. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this 
or a foreign country or in public use or on sale in this country, more than 
one year prior to the date of application for patent in the United States. 

7. Claims 1, 2, 7, 9, 10, 12, 32 and 33 are rejected under 35 U.S.C. 102(b) 
as being anticipated by U.S. Patent 5,766,163 to Mueller et al. 

a. Claim 1, 2, 7, 9, 10, 12, 32 and 33: Mueller shows a medical device 
(Fig 4A) with a sharp tip (Fig 4C) where a plurality of maximal point where 
the cross-sectional area of the vertical cross-section is locally maximal 
and a plurality of minimal points where the cross-sectional area of the 
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vertical cross section is locally minimal and the cross-section at the 
maximal point closest to the tip has a cross sectional area not less that 
those at any other maximal points as in claims 1 and 32. The vertical 
cross section is shaped as a circle as in clam 7 and the minimal points 
have the same cross sectional area as each other as in claim 9. The cross 
section at a minimal point closer to the needle tip has a cross sectional 
area less than that at a maximal point closer to the rear end as in claim 
10. As can be seen from Fig. 4A the distance between a pair of the 
adjacent maximal points is substantially equal to one between another pair 
of adjacent maximal points as in claim 12. When viewed on a projected 
plane parallel to the predetermined direction, the cross sectional area 
varies in a curved manner between one of maximal points and the 
adjacent one of the minimal points as in claim 33 (See Fig 4A). 
Furthermore there is a channel having at least one opening which is 
extended along a predetermined direction as in claim 2. 
b. Claim 15: Mueller does not discuss a radius of curvature at the 
sharp tip. However, at the tip the radius of curvature varies at each vertical 
cross section. At some position the tip is capable of having a radius of 
curvature at 10 urn or less. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 

all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
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be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

9. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent 5,766,163 to Mueller et al. 

c. Claim 3: Mueller shows does not show a chamber in 
communication with the channel but does shows a suture apparatus 
attached to the device in communication with the needle tip. It would be 
obvious to one skilled in the art during the time of the invention to include 
a drug delivering chamber in the place of the suture apparatus in order to 
deliver a therapeutic substance to the area of concern. 

10. Claims 4, 5, 14 and 16-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent 5,766,1 63 to Mueller et al in view of U.S Patent 
6,673,058 to Snow. 

d. Claims 4, 14 and 16-18: Mueller shows a sharp tip (Fig 4C) but 
does not show the groove or slit of claims 4 and 16, the grating of claim 14 
or that the needle is made of a biocompatible of biodegradable device as 
in claims 17 and 18. Snow shows a tip with a groove or slit (Fig 5A-DE) or 
grating (Fig 6F) attached to a biocompatible body (See Column 2 lines 65- 
66) whereas the tip is completely biodegradable (See Column 5 lines 7- 

1 6). It would be obvious to one skilled in the art during the time of the 
invention to modify the tip of Mueller with the tip of Snow in order to 
provide a groove or slit for better communication of the fluid to the area of 
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concern. Furthermore, the material of Snow can be used to construct the 
device of Mueller. 

e. Claim 5: Mueller shows does not show a chamber in 
communication with the groove but does shows a suture apparatus 
attached to the device in communication with the needle tip. Snow shows 
a groove in the tip (See Fig 5A to 5E). It would be obvious to one skilled 
in the art during the time of the invention to include a drug delivering 
chamber in the place of the suture apparatus in the modified device of 
Mueller and Snow in order to deliver a therapeutic substance to the area 
of concern. 

11. Claims 6, 8, 11 and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent 5,766,1 63 to Mueller et al in view of U.S. Patent 
7,445,616. 

f. Claims 6,8,11 and 1 3: Mueller does not show that the maximal 
point closer to the tip has a cross-sectional greater than that at another 
maximal point closer to the needle rear or that the a minimal point closer 
to the rear is less that any other minimal point or that the maximal points 
closer to the tip is more spaced apart than another pair of adjacent 
maximal points. Finally, Mueller does not show that the cross section 
varies in a linear manner between one of the maximal points and an 
adjacent minimal point. Petrakis shows a drug delivery device which 
includes the above elements as well as the elements of Mueller in other 
embodiments. Therefore it would be obvious to one skilled in the art 
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during the time of the invention to vary the shape of the body and tip of 
Mueller with that of Petrakis in order to provide a variety of options for 
drug delivery such as leaving the device within the tissue when the edges 
are varied in a linear manner. 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to DIVA RANADE whose telephone number is 
(571)270-7456. The examiner can normally be reached on M-F, 7:30-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Nick Lucchesi can be reached on (571) 272-4977. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
91 99 (IN USA OR CANADA) or 571 -272-1 000. 
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